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REMARKS 

A, Clftim Amendments 

In view of the above amendments, claims 33-48, 50-56 and 58-70 arc presently 
pending. 

A separate sheet entitled Version with Markings to Show Changes Made" is 
provided to illustrate the amendments made to claims 33, 37, 39-41, 43-47 and 50-56, the 
deletion of ciaimy 1-32, 49 and 57, and the addition of claims 58-70, 

Support for new claims 58-70 can be found, for example, in originally filed 
claims 2-14, 

B. Response to Office Action 

Responsive to the Office Action mailed October 2, 2002 in the above matter, 
please consider the following response to the outstanding restriction requirement. 
Restriction was required to the following allegedly distinct inventions: 

I. Claims 1-32, 43-45, 49 and 57. 

II. Claims 33-42 and 46-48. 
ITL Claims 50-52 and 56. 
rv. Clahn53, inpart. 

V. Claim 53, in parL 

VI. Claims 54-55. 

Applicants elect the Group 11 claims, with traverse, for initial prosecution on the 

merits. 

The election is respectfully made with traverse, because a search and examination 
of the entire application can be made without serious burden. It is noted, for example, 
that Groups III- VI are all classified in the same class/subclass. 

Election of a single disclosed species for prosecution on the merits was also 
required under 35 U,S,C. 121. 

Applicants hereby elect as a disclosed species a lipid molecule comprising a 
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CONCLUSION 

Applicants submit that the claims of the present invention are in condition for 
allowance, early notification of which is earnestly solicited. Should the Examiner be of 
the view that an interview would expedite consideration of this Amendment or of the 
application at large, request is made that the Examiner telephone the Applicant's attorney 
at (703) 433-0510 to resolve any outstanding issues. 

FEES 

The Office is authori^ed any required fees, including the $1 10.00 fee for a one- 
rriontu extension of time, to deposit account number 50-1047. 



Respectfully submitted, 



Attorney for Applicant 

Mayer Fortkoit & Williams, PC 



David B, Bonham 
Registration No, 34,297 



251 North Avenue WesU 2"^ Floor 
Westfield, N.T 07090 
Tel: 703-433-0510 
Fax: 703-433-2362 



Certificate of FacAimile TrftnsmL5sion 

1 hereby certify that this document and any 
document referenced herein is being sent to the 
United Stattjs Patent and Trademark ufnce via 
Facsimile to: 703-872-9306 on /Que.. ^^-^<^^ 



David B. Bonham 



{Printed Name of Person Mailing Correspondence) 
(Signature) 
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Version With Markings To Show Changes Made 
IN THE CLAIMS: 

Ddcte claims 1-32, 49 and 57. 

33. fAmendcd^ A dr^^ delivery system comprising a medical article and the compouiidof 
6tmm- 4- a nitric oxide releasing compound comprising a lipid mole cule selected from (a) 
phospho^lvcerides, (b) lipid molecules havinu a sphingosine base as a backbone, (c) 
monoacvlglvcerols, (d^l diacvlglvcerols, (e) filvcQsvlacvU lvceroIs, and ff) sterol 
molecules of the fonnula: 



R 



HO 




where R is a branched aliphatic chain of eight o r more carbon atoms, 

said lipid molecule comprisinu a nitric-oxide contai ning group selected from fa) a 

— -S — H=0 i^roup. rb) a Q — N=0 group, and (c) a ^ group. 

34. The drag delivery system of claim 33, wherein the medical article is a bandage or a 
patch. 

35. The drug delivery^ system ol' claim 33, wherein the medical article is an intravai^culai 
medical device. 
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36. The drug delivery system of claim 35, wherein the intravascular medical device is 
selected from a balloon catheter, an injection catheter, an inftision catheter, a stent, a stent 
graft, and a distal protection device. 

37- f Amended) The drug dcHver>' system of claim 33, wherein ihe nitric oxide releasing 
compound of claim 1 is provided within a polymer matrix. 

38. The drug delivery system of claim 37, wherein the matrix is a biocompatible matrix 
selected from a stable polymer matrix and a biodegradable polymer matrix, 

39. (Aiiieiidcdi Tiie dru^ uclivci)' System of claim 33, wherein the nitriC oxide releasing 
compound of claim 1 is dissolved or dispersed in a solution, 

40. rAmendedl The drug delivery system of claim 33, wherein the nitric oxide releasing 
compound of claim 1 is adsorbed on a tissue-contacting surface of said medical article. 

41 . f Amended) The drug delivery system of claim 3 3, wherein the nitric oxide rc leasinM 
compound of claim 1 is provided within a micelle or a liposome. 

42. The drug delivery system of claim 33, further comprising a ihempeutically effective 
amount of an auxiliary therapeutic agent selected from agents having antineoplastic 
activit}', agents having antiproliferative activity, and agents having both antineoplastic 
and antiproliferative activity. 

43. fAmended) A method for therapeutically administering nitric oxide to a patient 
comprising administering the ^ompound Hjrug delivery system of claim 33_-l-to said 
patient. 

44. ( Amended) Tlie method of claim 43. wherein the eotnpound d ru^ deliv e ry system is 
administered topically. 
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45. (Amended) The method of claim 43, wherein the compound drug delivery system is 
administered within the body. 

46. f Amended) The method of claim 45, wherein the oompound drug delivery system is 
administered by implantation. 

47. r Amended) The method of claim^ 46, wherein the oompound is odminiGtorod by 
medical article is an intravascular delivery device. 

48. The method of claim 47, wherein the inLravascular delivery device is selected from a 
balloon caihctcr, an injeclion cadiclcr, an infusion catheter^ a atent, a stent graft, and a 
distal protection device. 

50. (Amended^ A method of treating or preventing a condition selected from 
atherosclerosis and myocardial infarction in a patient, said method comprising 
administering to said patient the drug delivery system of claim 33, wherein the drutj 
delivery svstem comprises an amount of the nitric oxide releasing compound of olaim 1 
effective to treat or prevent said condition. 

5L f Amended) A method of treating or preventing restenosis in a patient, said method 
comprismg administering to said patient the drun delivery svstem of claim 33, wherein 
the drua delivery system comprises an amount of the nitric oxide releasing compound of 
claim 1 effective to treat or prevent said restenosis. 

52. (Amended) A method of treating or preventing a condition selected from peripheral 
yaiicalar disease, stroke, impotence, septic shock and arthritis in a patient, said method 
comprising administering to said patient the drug delivery system of c laim 33. wherein 
the drug delivery svstem comprises an amount of the ni tric oxide releasing compound ef 
cla i m 1 efTecUvc to treat or prevent said condition. 
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53. [Amended) A method of ircating or preventing a condition selected from cancer iind 
bacterial infection in a patient, said method comprising administering to said patient the 
diu^ delivery system of claim 33, whe rein the drufz delivery- ^v<;tem comprises an amount 
of the nitric oxide releasing compound- of claim -4 effective to treat or prevent said 
condition. 

54. (Amended) A method of treating or preventing a condition selected from one or more 
of impetigo, epidermolysis bullosa, eczema, neurodermatitis, psoriasis, pruritis, 
erythema, hidradenitis suppurativa, warts, diaper rash and jock itch in a patient, said 
method comprising administering to said patient the druti del ivery system of claim 33^ 
wherein the druu deiivcrv system coniurises an amount of the mtrtc oxide releasing 
compound of olaim V effective to treat or prevent said condition- 

55. (Amended^ A method of promoting wound healing in a patient, said method 
comprising administering to said patient the druH delivery- system of claim 33, w-herein 
the drufc delivery system comprises . an amount of the nitric oxide releasing compoundHef 
e kim 1 etfcctive to promote said wound healing. 

56. C Amended) A method of reducing cells present in an atlierosclerotic lesion in a 
patient, said method comprising administering to said patient the drug delivery system of 
claim 33, wherein the d m p delivery system com prises an amount of the nitric oxide 
releasing comixmnd of claim 1 eflectivc to reduce the cells present in said atherosclerotic 
lesion. 

5 8, (Newiv added) fh^ dmp delivery system of claim 33 . wherein the li pid molecule is a 
li pid molecule havi n g a sphin ^ osine ba se as a backbone. 

59. rNewlv added) The di-ui^ delivery system of claim 58. wherein the lipid having a 
s phhmosine base as a backbone is N ,N,N-trimethylsphinaosinc. 
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6Q. TNcwlv added) Tlic drug delivery system of claim 58. wherein the lipid having a 
stthingosine base as a backbone is a sphineoLipid. 

61. (NewW added) The drug delivery system of claim 60, wherein the sphin&olipid is a 
iianalioside. 

62. (Newly added) The drug delivery system of cl ai m 33, wherein the lipid molecuie is 
said ph os pho^lyceride. 

63. (Newly added) The drug delivery system of claim 62, wherein the phosphoglvceride 
is phosphatidyiiiiusiloi oi phosphatidvlcholirie. 

64. rNewlv added) The drug dehverv system of claim 33. wherein the lipid molecule is 
said sterol compound. 

65. (Newly added) The drug delivery system of claim 64. wherein said sterol compnund 
is cholesteroL 

66. fNewlv added) The drug delivery system of claim 33. wherei n said nitric-oxide 
containing group comprises a S— N::::=Q moiety. 

67. (Newly added) The dmp delivery system of claim 33, wherein said nitric-oxide 
containintz ^ro^p comprises a N=0 nioiety , 

68. (Newly added) The drug dehvery system of claim 33. wherein sa id nitric-oxide 

"^N — N=:0 
containing group comprises a ^ moiety. 

69. (Ncwlv added) The drug del iv en>^ system of claim 6K. wherein said nitric-oxide 

N — N O' 

I 
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70. rNcwlv added) The dru^ delivery system of claim 69. wherein said nitric-oxide 



— ^ N— N — N — O 
containing group comprises a N 0 moiety. 
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